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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provistons of 37 CFR 1 136 ia) In no event, however, may a reply be timeh/ filed after SIX i6j MONTHS from the 
mailing date of this communication 

- If the period for reply specrfied above is less than thirty (30) days, a reply within the stati/tory minimum of thirty (30) days will be considered timely 

If NO period for reply is specif ted above, the maximum statuton/ period will apply and will expire SIX (6) MONTHS ffom the mailing date of this comiriunicdtion. 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application to become ABANDONED (3b U.S.C. § 1 33) 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1) X Responsive to communication(s) filed on Oct 3, 2002 



2a) ^ This action is FINAL. 2b) X; This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice un6e^ Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) i(C Claim{s)l:n; 



4a) Of the above, c!aim(s) 10 and 1 1 
■ Claim(s) 



6) rX Claim(s) 1-9 

7) LJ Ciaim{s) 

8) LJ Claims 



is/are pending in the application, 
is/are withdrawn from consideration, 
is/are allowed. 

is/are rejected. 

is/are objected to. 



Application Papers 

9): ] The specification is objected to by the Examiner. 
10) The drawing(s) filed on is/are a) ^ 



are subject to restriction and/or election requirement. 



accepted or b) objected to by the Examiner. 



11)L 



Applicant may not request that any objection to the drawtng(s) be held in abeyance. See 37 CFR 1 .85(a). 
The proposed drawing correction filed on is: a).. approved b) disapproved by the Examiner. 



If approved, corrected drawings are required in reply to this Office action. 

12) The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) X Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9{a)-(d) or (f ) 
a)X Ail b) ■ Some* c) None of: 

1. \ Certified copies of the priority documents have been received. 

2. - Certified copies of the priority documents have been received in Application No. _____ 



3. X Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17, 2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

1 4) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 11 9(e). 

a) The translation of the foreign language provisional application has been received. 

15). Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s| 

1) Notice of References Cfted iPI 0-892! 4 Interview Summan^' iPTO 413; Paper No s 

2) _ Notice of Draftsperson s Patent Drawing Review iPT 0-948' 5 Notice of Infomnal Patent Application PT0 152; 
3! ^ Informatton Disclosure Statement s PTO- 14491 Paper No s: ^ 6 Other: 



U S. Patent and Trad?n-^'^ 0** 



PTO-326 (Rev. 04-01) 
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The application should be reviewed for errors. Error occurs, for example in the spelling 
of "serinprotease". 

Applicant's election with traverse of Group I, claims 1-9, in Paper No. 7 is acknowledged. 
The tra\'ersal is on the ground(s) that the groups are conceptually linked and no separate search 
would be required. 

However, as noted in the restriction requirement, a common inventive concept is lacking 
between groups I and II because the compounds of Group II, lack novelty. Therefore, the claimed 
compounds and the method of making compounds lack those technical features that define a 
contribution which each of the inventions considered as a whole, makes over the prior art. 
Therefore, a technical relationship is lacking among the claimed inventions involving one or 
more special technical features. 

No common inventive concept is shared among groups I and II, since the claimed method 
of making is not required to make the compounds of Group II, since the method of group I is not 
especially adapted for the production of the compounds of group II, and as shown by the cited 
reference. Therefore, a technical relationship is lacking among the claimed inventions involving 
one or more special technical features. 

Moreover, as to the question of burden of search, classification of subject matter is 
merely one indication of the burdensome nature of the search invoh ed. The literature search, 
particularly relevant in this art, is not co-extensive and is much more important in evaluating the 
burden of search. Burden in examining materially different groups having materially different 
issues also exists. 

Clearly different searches and issues are involved with each group. 

For these reasons, the restriction requirement is deemed proper and is adhered to. The 
restriction requirement is hereby made FINAL. . 

Claim Rejections - 35 VSC§112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

'I'hc spccitlcation shall conclude with one or more clanns particular!) pomtuig out and distinctly 
claiming the subject matter which the applicant regards as his in\ention. 
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Claims 1-9 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the in\ ention. 

Claims 1 and 8-9 are vague and indefinite in the recitation of 'in the presence of a 
nucleophile... and a base", since it is doubted that the mere "presence" of a nucleophile and base 
is sufficient. It is recommended that the phrase -an effective amount of a nucleophile and a 
base... to produce the optically active compounds of formulae I and II- be replaced therefor. 

Claims 1-9 are incomplete in the absence of a recovery step for the product produced. 

While there is no specific rule or statutory requirement which specifically addresses the 
need for a recovery step in a process of preparing a composition, it is clear from the record and 
would be expected from conventional preparation processes that the product must be isolated or 
recovered. Thus, the claims fail to particularly point out and distinctly claim the "complete" 
process since the recovery step is missing from the claims. The metes and bounds of the claimed 
process are therefore not clearly established or delineated. 

Claims 1-9 are confusing in the recitation of ''general formula". The intended meaning of 
"general" is unclear in this context, and appears redundant. 

Claims 8 and 9 are confusing in the recitation of "is reduced" as the last step, since there 
is no indication of the process used. 

Claims 5-7 are objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim must depend on another claim in the alternative. See MPEP § 
608.01(n). 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that fonn the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

<b) the mvention was patented or described m a prnited publication in this or a tbreien countiA or in public 
use or on sale m this country, more than one year prior to the date ol^ application tor patent in the I nited 
States. 
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The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent niav not be obtained though the invention is not identically disclosed or described as set Ibrth in section 102 ot this title, il 
the ditTerences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having ordinary skill m the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made, 

I'his application currently names joint inventors. In considering patentability of the claims under 3^ I'.S.C. 103(a), the examiner 
presumes that the subject matter of the \aru)us claims was commonly owned at the time anv inventions covered therein were made absent an> 
evidence to the contrary. Applicant is adv ised of the obligation under 37 Cl'R 1 .>() to point out the inventor and invention dates of each claim that 
was not common!) owned at the time a later invention was made m order for the examiner to consider the applicability of 35 L'.S.C. 103(c) and 
potential 35 l -.S.C. 102(0, ( f) or (g) prior art under 35 I '.SC. l()3(a). 

Claims 1-2 and 6-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Csuk et 

al.. 

The claims are directed to the hydrolysis of 2-azabicycIo[2,2]hept-5-en3-one using a 
hydrolase such as lipase and their subsequent reduction. 

Csuk et al teach the hydrolysis of 2-azabicyclo[2,2]hept-5-en3-one using a hydrolase 
such as lipase and their subsequent reduction (See, e.g., page 269, last paragraph and page 270). 

Claims 1 -2 and 6-9 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Nakano et 

al. 

The claims are directed to the hydrolysis of 2-azabicyclo[2,2]hept-5-en3-one using a 
hydrolase such as lipase and their subsequent reduction. 

Nakano et al teach the hydrolysis of 2-azabicyclo[2,2]hept-5-en3-one using a hydrolase 
such as lipase and their subsequent reduction (See, e.g., page 2381 and 2384). 

Claims 1 and 5-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Evans et al 

^933.. 

The claims are directed to the hydrolysis of 2-azabicyclo[2,2]hept-5-en3-one using a 
hydrolase such as lipase and their subsequent reduction. 

The reference teaches the hydrolysis of 2-azabicyclo[2,2]hept-5-en3-one using a 
hydrolase See, e.g.. Example 1. 

Claims 3 and 4 appear to be free of the art of record. 

No claim is allowed. 



0 



Serial No. 09/743391 -5- 
Art Unit 1651 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Irene Marx whose telephone number is (703) 308-2922. The examiner can 
normally be reached on Monday through Friday from 6:30 AM to 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
superv isor, Michael Wityshyn, can be reached on (703) 308-4743. The appropriate fax phone 
number for the organization where this application or proceeding is assigned is before fmal (703) 
872-9306 and after final, (703) 872-9307. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to Customer Service whose telephone number is (703) 308-0198 or the 
receptionist whose telephone number is (703) 308-1235. 

Irene Marx 
Primary Examiner 
Art Unit 1651 



